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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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DETAILED ACTION 

The amendment filed February 11, 2008 have been received and entered into 
the application. 

Action Summary 

The rejection of claims 1 and 5 under 35 U.S.C. 102(e) as being anticipated by 
Obata et al. (U.S. Patent No. 6,444,239 B2) is hereby expressly withdrawn in view of 
Applicants' amendment. 

The rejection of claims 1 under 35 U.S.C. 102(b) as being unpatentable by The 
Merck Index, tenth edition. (1983) is being maintained for the reasons stated in the 
previous Office Action. 

The rejection of claim 1 under 35 U.S.C. 102(b) as being unpatentable by Potter 
et al. (U.S. Patent No. 5,855,892) is being maintained for the reasons stated in the 
previous Office Action. 

Response to Arguments 

Applicants' arguments filed February 1 1 , 2008 have been fully considered but 
they are not persuasive. Applicants argue that the teachings of Merck reference is 
nothing more than an encyclopedia of chemicals, drugs and biological and does not 
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teach anything about the concentrations of compositions of the chemicals, drugs and 
biological contained therein and does not disclose the superoxide scavenging activity. 

This is not found persuasive because giving the claims the broadest reasonable 
interpretation, the instant claim reads on the pure compound of daidzein. It is noted that 
the pure daidzein compound disclosed by Merck meets all the physical requirements set 
forth in the claim because it is a pure compound having 100% of daidzein. Applicants 
argument that Merck does not disclose superoxide scavenging activity is not persuasive 
because Applicants' recitation of the composition having a superoxide scavenging 
activity of 12000 units/g would be inherent property of the same composition taught by 
cited prior art comprising pure form of the same active agent of isoflavone aglycone 
comprising overlapping and encompassing the instantly claimed amounts as being a 
pure compound having 100% daidzein. It is noted that there is no upper limit to the 
content of the isoflavone aglycone set forth in the claims. 

With respect to Applicants' argument regarding Potter's Formulations 1 through 
3, Applicants state that Formulation 1 has 1000mg of active ingredient which is less 
than 50% of 2,220mg total composition; Applicants state that Formulation 2 also have 
1 ,000mg of active ingredient of 1 ,865mg total composition, which is less than 70%; and 
Applicants state that Formulation 3, where would be 1000mg of active ingredient of a 
total of 1,715mg, which is again, less than 70% active ingredient. This is not found 
persuasive because Formulations of Potter et al. have been carefully reviewed. It is 
noted that instant claim only requires at least 30% of isoflavone aglycone in total 
composition. And at least 70% of those 30% isoflavone aglycone concentrate in the 
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composition is daidzein. (see instant claim 1). Therefore, the claimed subject matter is 
clearly anticipated by these formulations. That is, Formulation I, 2, and 3 as stated by 
Applicants containing 1000mg of active ingredient meets Applicants requirement of at 
least 30% isoflavone aglycone because the total weight of the formulations 1 , 2 and 3 
are 2,220mg, 1 ,865mg, and 1 ,71 5mg as stated by the Applicants. Further, the daizein 
content calculated by the Applicants' above are at least 70% of the 30% isoflavone 
aglycone in the Potter's formulations. Accordingly, Applicants' recitation in claim 1, the 
composition having a superoxide scavenging activity of 12000 units/g would be inherent 
property of the same composition taught by Potter's formulation comprising the same 
active agent, isoflavone aglycone comprising overlapping and encompassing the 
instantly claimed amounts. Thus, the claims fail to patentably distinguish over the state 
of the art as represented by the cited references. 



Claim Objections 

Claim 1 is objected to because of the following informalities: The term "daidzein" 
appears to be misspelled as "diadzein". Appropriate correction is required. 
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Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1, 3 and 5 are rejected under 35 U.S.C. 102(b) as being unpatentable by 
The Merck Index, tenth edition. (1983), (Merck). 

Merck teaches that daidzein obtained from soybean. It is noted that the content 
of (pure) daidezin taught by prior art encompasses Applicant's amount set forth in 
claims 3 and 5. 

Accordingly, Applicant's recitation in claim 1 of the composition having a 
superoxide scavenging activity of 12000 units/g would be inherent property of the same 
composition taught by cited prior art comprising pure form of same active agent of 
isoflavone aglycone (daidzein) comprising overlapping and encompassing the instantly 
claimed amounts. Further, Applicants' recitation in claim 1 of an intended 
pharmaceutical use of treating sudden deafness does not represent a patentable 
limitation since such fails to impart any physical limitation to the same composition 
taught by the prior art. 

Claims 1, 3 and 5 are rejected under 35 U.S.C. 102(b) as being unpatentable by 
Potter et al. (U.S. Patent No. 5,855,892). 

Potter et al. teach pharmaceutical formulation of daidzein as an active agent. 
Potter et al. teach gelatin capsules comprising 10-1000mg of daidzein in a capsule and 
a tablet. Potter et al. also teach daidzein in 10-1000mg/5ml in a suspension, (column 
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7, under Formulations and formulations 1-3). These amounts of daidezin contained in 
the formulations overlap and encompasses Applicants' claimed amount of isoflavone 
aglycone at least 30%wt and at least 70wt% daidzein. 

Accordingly, Applicant's recitation in claim 1 of the composition having a 
superoxide scavenging activity of 12000 units/g would be inherent property of the same 
composition taught by cited prior art comprising same active agent of isoflavone 
aglycone (daidzein) comprising overlapping and encompassing the instantly claimed 
amounts. Further, Applicants' recitation in claim 1 of an intended pharmaceutical use of 
treating sudden deafness does not represent a patentable limitation since such fails to 
impart any physical limitation to the same composition taught by the prior art. 



None of the claims are allowed. 



THIS ACTION IS MADE FINAL. Applicants are reminded of the extension of 
time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer Kim whose telephone number is 571-272-0628. 
The examiner can normally be reached on Monday through Friday 6:30 am to 3 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan can be reached on 571-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
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Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jennifer Kim/ 

Primary Examiner, Art Unit 1617 

Jmk 

April 21, 2008 



